NEKJIAPAITASI O COOTBETCTBUAM

JEKJAPAHT, MIPHHAMAIOUIHA JEKJIAPALIIMIO O COOTBETCTBHH
AO "Canoghu Poccus”
Ceedenusn o pecucmpayuu opzanusayuu: Meacpaiionnan urcnexyua Dedepansroil Hano2o60t cayxcbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenun OI'PH 19.08.2002.
Aodpec: 125009, 2. Mockea, yr. Teepckan, 0. 22. Tenegpon/charc: 8 (495) 721-14-00/ 721-14-11
B nuye: Fenepanvuuii dupexmop Monoe O.A.
Hosepennoe nuyo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3AABJAET, UTO

nexapcmeenroe cpeocmeo: Topeaxapd, mabremxu nokpvimole nieHouHol obonouxod 20 M2 10 wm., ynaxosxu
Avetixossie konwmypuvie (3), nauxu kapmonnvie, PY Ne JIC-000438 om 29.06.2010 (dama 3amenv: 19.06.2018)
awoano AO "Canodhu Poccus”, cepus 4230319, napmus 33260 ynaxoeox, 200en 0o 28.02.2023, npouseoocmea
Canexa ®apmacsiomuxanc a.c., Cnosayxaa Pecnybnuka, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, koo OKII[2 21.20.10.149, xod TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085331775 om 26.04.2019

COOTBETCTBYET TPEBOBAHUSsIM

JIC-000438-290411 uzm. Ne 1-7

JEKJIAPALIUSA ITIPHHATA HA OCHOBAHWH

npomoxon ucnetmanuti Ne 12690 om 08.05.2019 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC SK. ®M08.C39726 om 13.05.2019

Crenanos C.C.
B & U0

CBEJEHHSA O PETUCTPALIUU

OPT'AH 110 CEPTH®HKALIHH, 3APETHCTPHPOBABIL U JEKJIAPALTHIO

RA.RU.11 M08 OPTAH 110 CEPTHO®HKALIHH ITPONYKLHH OBIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I, xom. 1, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, 3m. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pe.

NEKJAPAITUS O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-SK. ®M08.A.23613/19

LEHTP KOHTRONA ' Kauan E.B.
KRB TIC g Cb 3am. pykosoaurens OC




Saneca

Cpeanss macca tabnetox
ORHOPOAHOCTL AO3UPOBAHKMS IO Macce
Bona (no meroay Kapaa dywepa)

PacTBopenne aKTHBHOIN
dapmauesTiueckoll cyberanunn

UYepes 30 munyt (Q = 75 %)
Tpumecs (BIXKX)
Haentudumposanssie enueryHeIE
NPOAYKTE! PA3NOKECHHS

Hennenruduumposannsie enuHnyHbIE
NPOXYKTHI PasNoKEHHS

O6wee conepxanne
HEHACHTHHITUPOBAHHEIX NIPOAYKTOB
paznokeHus

ObGiee conepxanne NpuMecesi
MukpobHonornyeckan yncrora
- I'd X1I kareropus 3A

O6mee uncno aspobusx
MHKPOOPraHU3MOB

O6mee uncno rpubon
Orcytersue Escherichia coli
OnnopoanocTs Ao3HpoBaHUA
OnHOPORHOCTE AOHPOBAHKA TIO
coaepxaHmo {AV)
KonnuecTeennoe onpeaenenne (BIKX)

KonnuecreenHoe onpenenesne
aropsacraTHHa B 1 Tabnerke, nokpsrrotf
nneHoyHoi obonoukok

0,275-0,304 r
2120+ 7,5 %, 0/20 + 15%
He Gonee 8,0 %

He MeHee 80 %
He Oonee 0,5 %

He Gonee 0,2 %

He Gonee 0,7 %

He Gonee 2,0 %

He Oonee 1000 KOEfr

He Gonee 100 KOE/
OTCYTCTBHE B 1 I

He Gonee 15,0

19,0-21,0 Mr

Pharmaceuticals
Crpanmua | w3 2
Cepruduxar ananusa
TIpodyxm TOPBAKAPA®
Homep npodyxma 12004788 Cepun LIMS HV 688108
Homep cepun 4230319 Pazwmep evnymenoli cepuu 33 260 YIIAKOBOK
Hosupoexa 20 Mr
Jlexapcmeennan opma TaONETKH, MOKPLITLIE
fneHoYHOHA obonovkoif
Pamep ynaxosxu 30 TaGnerox, NOKPLITLIX Hama nposedenun 2.4.2019
neHouHoH oboaoukol anaauza
| Hama npouseodcmen 18.03.2019 Creyugurayus HA JIC-000438-290411
| ama ucmevenus cpoxa 28.02.2023 Pezucmpayuonnoe JIC-000438
200H0cmu Yoocmosepenue Ne
Cmpana-umnopmep Poccus
HenbiTanne Hopmmb PesyabraThl
Onncanpe
Onwucanne 0T Genore 4o noutH GENOro UBETA OBANLHEIE | COOTBETCTBYET
ABOAKOBBINYKALIE TA0NETKH, NOKpLIThIE
ruieHoyHoi obonoukoii.
IoannuHocTE
ATOpBACTATHH COOTBETCTBHE NONOKHUTENLHBIH pe3ynsTar
XpoMarorpaMm
Kansuut KPacHOe OKpalllHBaHHE NONOKUTENbHEIH PE3YNLTAT
Turana anokcHa KENTO-OPAHKEBOC OKPAITHBAHHE HONOXHTENLHBIA pesyasTar

0,284

COOTBETCTBYET

3,3%

95; 96, 96, 95, 97; 94 %,
0,05 %

0,07 %

0,19 %

0,24 %

G KOET

0 KOE/r
OTPHLATENBHO

2,8

20,2 mr

CootsercTByer TpeGoBaHHAM HOPMATHBHON NOKYMEHTRUNA.

«Canexa PapmacuTRRAIC 2.C.» - HiTpuancxa 100, 92027, Ciorosen, Cnoeankan PecnyGinka

Ten (+421) 33 736 1111, ®akc (+421) 33 730 0890. E-mail; saneca@saneca.coml — www.saneca.com

1CO 46 833 323 - 1C DPH SK20235%9842 - Tartabanka a.s — c.u 2920123416/1100
Kommepueckitit peracTp pafionoro cynz Tmaea, paten Sa, nomep seraaxu: 10601/T




Saneca

Pharmaceuticals
Crpannua 2 n3 2
Ceprudukar ananusa

TIpodyxm TOPBAKAPA®
Homep npooyxma 12004788 Cepun LIMS HV 688108
Homep cepuu 4230319 Pasmep svinywennoii cepun 33 260 YITAKOBOK
| Hozuposxa 20 mr
Hewxapemeennan hopma TabNEeTKH, MOKPHITHIE

TIEHOYHOM 060m0UKOi
Pazmep ynaxoexu 30 Tabrerok, NOKPLITEIX Hama nposedenus 242019

nneno4noit obonoukoii ananu3a
Hama npouseodemea 18.03.2019 Creyugurayus HI JIC-000438-290411
Hama uemevenun cpoxa 28.02.2023 Pezucmpayuonsoe JIC-000438
2oonocmu yoocmosepenue Ne
Cmpana-umnopmep Poccus

HacTosumm 2 noaTeepxaalo, 4TO BEILICYKA3aHHAS HHOPMALIMS SBASETCS BepHol 1 TouHOMH. TTpoM3BoacTBO AaHHOI CepHM NpOAYKTA,
BR/OUAN yNAKORKY H KOHTPONS KA4ECTBA Ha COOTBETCTBYIOMMX 00BEKTAX, MONHOCTLIO COOTBETCTRYET TpebonaHnAM GMP EC u MECTHBIX
PETYJATOPHLIM OPraHOB, a TAKKE HOPMaM, YKaiaHHLM B PEruCTPALHORHOM YAOCTOBEPEHHH CTPAHL-HMITOpTEpa, JanicH o
TIpOU3BOACTBE, YNAKOBKE H AHANH3E Cepii GbUIM NPOBEPEHL! X MPU3HAHB COOTBETCTRYIOWMMY TpeGorannam GMP,

IpousBopcTEEHHAR NAOWAAKA:

«Canexa ®apMachlOTHKaNIC a.c.», Hutpuancka 100
92027, Tnorosen, Cnorauxas Pecrmy6Gnnka
Perscrpaunonnerit Homep: VL 059/13-2
Ceprudurar GMP Ne: SK/009V/2017

Paszpewero k npopaxe

¥YTBepkaeno, ynornomouenHoe mmuo: I'ynamosa Mapus Jara: 24.4.2019

«Canexa Papyackiorniaic a.c.» - Hatpeaueka 100, 92027, Faorosen, Caosgukan Pecny6nnka
Ten (+421) 33 736 1111, Darce (+421) 33 730 0890, E-mail: saneca@sancca.com — www.saneca.con
ICO 46 833 323 - IC DPH SK2023599842 — Tartabanka a.s — c.¢: 2920123416/1100

KomMmepaecknit peretp pasionnoro cyna Tmaea, paiien Sa, nomep serasws: 1060UT

Mecto BBIMYCKA H KOHTPOJIA KaYeCcTBA:

«Canexa Qapmacsiorukanc a.c.», Hurpuancka 100
92027, I'noroseu, Cnoeaukas Pecriy6amuxa
PerucrpanmonHetd Homep: VL 059/13-2
Cepmudukar GMP No: SK/009V/2017
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Certificate of analysis

Saneca
Pharmaceuticals

Producr TORVACARD ®
Product number 12004788 Barch LIMS HV 688108
Batch number 4230319 Released quantity 33260 PACKS
Dosage strength 20mg
Dosage form film-coated tablets
Packaging size 30 tbl Date of analysis 02.04.2019
Manufacture date 18.03.2019 Specification ND LS-000438-290411
Expiry date 28.02.2023 Marketing anthorisation LS-000438
Importing country Russia No.
Test Limits Results
Appearance
Description white to off-white, oval, complies
biconvex, film-coated tablets
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average mass of | tablet 0275g100.304 g 0284 g
Uniformity of mass 220£5%, 020+ 10% complies
Water (K.F.) NMT 8.0 % 33%
Dissolution active substance
After 30 min{Q=75%) NLT 80 % 95;96;96,95,97;94 %
Purity HPLC
Known degradation products NMT 0.5 % 0.05%
individually
Unknown degradation products NMT 0.2 % 0.07 %
individually
Sum of unknown degradation NMT 0.7 % 0.19%
products
Sum of all impurities NMT 2.0% 0.24%
Microbiological guality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absencein 1 g negative
Uniformity of dosage units
Content uniformity - AV AV <150 2.8
Content-HPLC
Content of atorvastatin in 1 19.0mg 10 21.0 mg 20.2 mg
film-coated tablet

Conformity with the specification.

Saneca Pharmaceuvticals a.s. - Nitnianska 100 - 820 27 Hiohovec - Slovensks republika
Tel: {+421) 33 738 1111, Fax: {+421) 33 730 0890, E-mail; saneca@saneca.com ~ www.Saneca com
ICO- 46 833 323 - IC DPH: SK2023590842 - Tattabanka a.s. — . i 2020123418/1100

Qichodny ingetor Oktoandts sidu Trnova, Oddist Sa. Vietha fle 108017F
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Saneca
Pharmaceuticals

Page2of2

Certificate of analysis

Product

Product manber
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country

TORVACARD ®

12004788 Batch LIMS HV 688108

4230319 Released guantity 33260 PACKS
20mg

film-coated tablets

30tbl Date of analysis 02.04.2019

18.03.2019 Specification ND LS-000438-290411
28.02.2023 Marketing authovisation LS-000438

Russia No.

Fhereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operati ng im compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s. Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hichovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VI, 059/13-2 Authorisation number : VL 059/]13-2
GMP Certificate No : SK/009V/2017 GMP Centificate No : SK/009V/2017

Certified by QP: Gulatovs Lgy Certified on: 24.04.2019
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